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REMARKS 

This response is in reply to the non-final Office Action dated February 7, 2008. In the 
instant amendments. Claim 1 has been amended and Claims 7-8 have been canceled without 
prejudice. Upon entry of the instant amendments. Claim 1-6 will be pending and under 
consideration. 

I. AMENDMENTS TO THE CLAIMS 

Claims 7-8 have been canceled without prejudice to Applicants' right to pursue the 
canceled subject matter in one or more related patent applications. 

Claim 1 has been amended. Support for the amendments to Claim 1 can be found, for 
example, in the specification, at page 8, paragraph [0008]. 

Applicant submits that these amendments do not introduce any new matter and are 
fully supported by the application as filed. Accordingly, entry and consideration of the 
amendments are respectfully requested, 

REJECTION OF CLAIMS 1-6 UNDER 35 U.S.C. §112. SECOND 

PARAGRAPH 

Claims 1-6 stand rejected for alleged indefiniteness under 35 U.S.C. § 1 12, second 
paragraph. The Patent Office alleges that the term "linking" recited by Claim 1 is vague and 
indefinite. 

Although Applicants do not agree with and in no way acquiesce to this rejection, 
Claim 1 has been amended. In view of the claim amendments. Applicants respectfully 
submit that the rejection of Claims 1-8 under 35 U.S.C. § 1 12, second paragraph be 
withdrawn. 

in, REJECTION OF CLAIMS 7-^8 UNDER 35 U.S.C. S 102fb^ 

Claims 7-8 stand rejected under 35 U.S.C. § 102(b) as being anticipated by Evans et 
a/., U.S. Pat. No. 5,642,936. 

Although Applicants do not agree with and in no way acquiesce to this rejection. 
Claims 7-8 have been canceled. In view of cancellation of the claims, Applicants 
respectfully request the withdrawal of the rejection of Claims 7-8 under 35 U.S.C. § 102(b). 
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IV. REJECTION OF CLAIMS 18 UNDER 35 U.S,C. § 103(a) 

Claims 1-8 stand rejected under 35 U.S.C. § 103(a) allegedly as being obvious over 
Palsson, U.S. Pat. No. 6,524,797 ("Palsson") in view of Gulcher et al, 1998, Clin, Chem. 
Lab, Med 36(8):523-527 ("Gulcher 1998") and Gulcher et al, 2001, Cancer J, 2(l):61-68 
("Gulcher 2001"). The rejection of Claims 7-8 is moot in view of the cancellation of the 
claims. Applicants respectfully traverse the rejection of Claims 1-6. 

A. Legal Standard 

The U.S. Supreme Court has recently addressed the test for obviousness under 35 
U.S.C. § 103. 4 (KSR International Co, v, Teleflex Inc, 127 S.Ct. 1727, 167 L.Ed.2d 705, 75 
USLW 4289, 82 U.S.P.Q.2d 1385 (2007)). In KSR, the Supreme Court rejected the Federal 
Circuit's rigid application of the "teaching, suggestion, motivation" test ("the TSM test") in 
determining obviousness in the particular case in question. {Id, at 1739). According to the 
Supreme Court, the correct standard to apply is set forth in Graham v. John Deere Co, of 
Kansas City, 383 U.S. 1 (1966). (/J at 1734). The Graham factual inquires, which establish 
a guide for determining obviousness, are: (1) determining the scope and contents of the prior 
art; (2) ascertaining the differences between the prior art and the claims at issue; (3) resolving 
the level of ordinary skill in the pertinent art; and (4) evaluating any evidence of secondary 
considerations. {KSR, 127 S.Ct. at 1734 {citing Graham, 383 U.S. at 15-17)). 

Further, to reject claims in an appHcation under 35 U.S.C. § 103, the Patent Office 
bears the initial burden of establishing a prima facie case of obviousness. See In re Glaug, 
62 U.S.P.Q.2d. 1 151, 1 152 (Fed. Cir. 2002); In re Bell, 26 U.S.P.Q.2d 1529, 1530 (Fed. Cir. 
1993); M.P.E.P § 2142. In the absence of establishing a proper prima facie case of 
obviousness, applicants who comply with the other statutory requirements are entitled to a 
patent. See In re Glaug, 62 U.S.P.Q. 2d. at 11 52-53; In re Oetiker, 24 U.S.P.Q.2d. 1443, 
1444 (Fed. Cir. 1992). 

In this regard, the Patent Office is respectfully reminded that "[t]o establish prima 
facie obviousness of a claimed invention, all the claim limitations must be taught or 
suggested by the prior art." (M.P.E.P. §2143.03, citing In re Royka, 490 F.2d 981, 180 
U.S.P.Q. 580 (C.C.P.A. 1974) (emphasis added); see also MPEP §2141.02, citing Stratoflex, 
Inc. V. Aeroquip Corp., 713 F,2d 1530, 218 U.S.P.Q. 871 (Fed. Cir. 1983) ("In determining 
the differences between the prior art and the claims, the question under 35 U.S.C. 103 is not 
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whether the differences themselves would have been obvious, but whether the claimed 
invention as a whole would have been obvious.") (emphasis in original); MPEP, §2141.02, 
quoting In re Hirao, 535 F,2d 67, 69, 190 U.S.P.Q. 15 (CCPA 1976) ("[D]ue to the admitted 
unobviousness of the first two steps of the claimed combination of steps, the subject matter as 
a whole would not have been obvious. . (emphasis in original)). 

B. Rejection of Claims 1-8 over should be Withdrawn 

Applicants respectfully submit that no prima facie case of obviousness is established 
by the references cited by the Patent Office because the cited references do not teach or 
suggest each and every element of amended Claims 1-6. 

Amended independent Claim 1 recites: 

A method of determining statistical significance of disease 
incidence, said method comprising: 

(a) selecting at least one founder from a computerized 

genealogical database; 

(b) identifying a very large family from the founder in said 
computerized genealogical database, wherein said very large 
family comprises a subpopulation of said genealogical database; 

(c) determining an incidence of disease by calculating the 
number and distribution of disease cases within the very large 
family; 

(d) comparing the incidence of disease in the very large family to a 
general population incidence of disease; and 

(e) assessing a statistical significance of the disease incidence in the 
very large family and presenting a measure of said statistical significance 
on a display or printout. 

Claims 2-6 depend from Claim 1 . 

The Patent Office alleges that Palsson teaches the claimed method at column 3, lines 
64-67, column 4, lines 1-5 lines 59-67, column 5, lines 1-10, column 5, lines 51-55 and 
column 6, lines 6-16. Applicants respectfully disagree with the Patent Office's interpretation 
of Palsson. Applicants respectfully remind the Patent Office that in determining the 
differences between the prior art and the claims, the question under 35 U.S. C. 103 is not 
whether the differences themselves would have been obvious, but whether the claimed 
invention as a whole would have been obvious." See MPEP §2141 .02, citing Stratoflex, Inc. 
V. Aeroquip Corp., 713 F.2d 1530, 218 U.S.P.Q. 871 (Fed. Cir. 1983) (emphasis in original)). 

Applicants respectfully submit that Palsson cited by the Patent Office differ 
substantially from the subject matter of the claimed method. In particular, Palsson does not 
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teach or suggest a method of determining statistical significance of disease incidence as 
recited by Claim 1 . Moreover, Palsson does not teach or suggest each of the recited steps. 

At the outset. Applicants respectfully submit that Palsson does not teach or suggest a 
method of determining statistical significance of disease incidence as recited by Claim 1 . 
Palsson is directed to methods of identifying therapeutic compounds potentially effective 
against a predetermined pathological condition. See Palsson, column 1, lines 9-11. The 
method consists of contacting a cell from a diseased individual and contacting a cell from a 
normal individual, who is genetically related to the diseased individual with a plitrality of 
candidate therapeutic compounds. See Palsson, column 2, lines 12-23. Under the context of 
identifying compounds by using cells from normal or diseased individuals, Palsson states: 

The invention can also advantageously be practiced using cells from 
multiple individuals selected from a large family or genetically 
homogenous population that include both normal and diseased 
individuals of varying degrees of relatedness. Using methods known 
in the art, the degree of relatedness of the individuals within the 
pedigree, and the relative risk for each individual within the pedigree 
of exhibiting the disease, can be established. The number of normal 
and diseased individuals and their degree of genetic relatedness can 
be determined by those skilled in the art for a particular application 
of the method. For example, the method can be practiced using cells 
from 2, 3, 4, 5, 10 or more, 20 or more, 50 or more, or 100 or more 
normal individuals, depending on the number of compounds being 
screened, the assay format, the ease of obtaining the samples, and the 
statistical significance required. Similarly, the method can be 
practiced using cells from 2, 3, 4, 5, 10 or more, 20 or more, 50 or 
more, or 100 or more diseased individuals. 

Palsson, colinnn 4, lines 59-67, column 5, lines 1-10. 

The Patent Office repeatedly alleges that Palsson, at column 4, lines 59-67 and 
column 5, lines 1-10, teaches using a large family for the instant invention. See the Office 
Action, page 5, last paragraph; page 7, first paragraph. Applicants respectfully disagree. 
"The invention" at column 4, line 59, or ''the method" at column 5, lines 3 and 8 of Palsson 
refers to methods for identifying therapeutic compounds, and does not refer to the methods of 
the instant application, methods of determining statistical significance of disease 
incidence as recited by Claim 1. Similarly, "the statistical significance" at column 5, line 6 of 
Palsson refers to the statistical significance of any observed effects of potential therapeutic 
compounds on cells from normal versus diseases individuals, and does not refer to the 
statistical significance of disease incidence as recited by Claim 1. Thus, the cited paragraph 
of Palsson, at best, teaches using cells from a large family for identifying therapeutic 
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compounds. It does not teach or suggest using a large family for determining statistical 
significance of disease incidence. 

Further, Applicants submit that Palsson does not teach or suggest each of the recited 
steps. As acknowledged by the Patent Office, Palsson does not explicitly teach or suggest the 
recited step (a) selecting at least one founder from a computerized genealogical database and 
the step (b) identifying a very large family from the founder in said computerized 
genealogical database, wherein said very large family comprises a subpopulation of said 
genealogical database. See the Office Action, page 6, second paragraph. Specifically, 
Palsson teaches or suggest nothing about a very large family that is a subpopulation of a 
genealogical database. Since Palsson does not teach or suggest a very large family and the 
steps (c) through (e) each recite the very large family, Palsson cannot and does not teach or 
suggest the recited steps (c) through (e). Given that Palsson does not teach or suggest a 
method of determining statistical significance of disease incidence or each of the step (a) 
through (e) as recited by Claim 1, Palsson does not teach or suggest Claim 1 or its dependent 
Claims 2-6. 

Gulcher 1998 does not cure this deficiency. Gulcher 1998 does not teach or suggest a 
method of detemiining statistical significance of disease incidence as recited by Claim 1. 
Further, Gulcher 1998 does not teach or suggest each of the recited steps. For instance, 
Gulcher does not teach or suggest the step (d) comparing the incidence of disease in a very 
large family to a general population incidence of disease, or the step (e) assessing a statistical 
significance of the disease incidence in a very large family and presenting a measure of said 
statistical significance on a display or printout. 

Neither does Gulcher 2001 cure this deficiency. Gulcher 2001 does not teach or 
suggest a method of determining statistical significance of disease incidence as recited by 
Claim 1 . Moreover, Gulcher 2001 does not teach or suggest each of the recited steps. For 
example, Gulcher 2001 does not teach or suggest the step (e) assessing a statistical 
significance of the disease incidence in a very large family and presenting a measure of said 
statistical significance on a display or printout- 
Taken together, the combined teachings of the cited references do not teach or suggest 
each and every element of the claimed method. Accordingly, for the above reasons. 
Applicants respectfully request the withdrawal of the rejection of Claims 1-8 under 35 U.S.C. 
§ 103(a). 
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CONCLUSIONS 

In light of the above amendments and remarks, the Applicants respectfully request 
that the Patent Office reconsider this application with a view towards allowance. 

No fees, other than that for the Petition of Extension of Time, are believed to be due 
with this paper. However, the Commissioner is hereby authorized to charge any required fee 
to Jones Day Deposit Account No. 50-3013 (order no. 405435-999025). 



Respectfully submitted. 



Date: 



August 7, 2008 



Rahul Pathak 

JONES DAY 
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New York, New York 10017 

(212) 326-3939 
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